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USP-China sincerely invites you to attend the following USP Pharmacopelal Educatlon course.
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Introduction to Compendial Particulate Matter Standards

PR Bl Date:
202348 H22H wHHEL®E
Aug. 22, 2023 Shanghai China
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Particle determination for sterile injectable products has been required for more than 30 years; however, recent
improvements in standard methods for sensitive protein products have brought changes and additional background
information to the Compendial guidance. This course will discuss the current <788> Particulate Matter in Infections and
<1788> Methods for the Determination of Subvisible Particulate Matter, requirements for sub-visible particle determination.
And a discussion on the new General Chapter <787>Subvisible Particulate Matter in Therapeutic Protein Injections for
particle determination in protein formulations and the informational Chapter <1787> Measurement of Subvisible Particulate
Matter in Therapeutic Protein Injections which provides background and rationale for sub-10um characterization. In addition,
General Chapter <771> Ophthalmic Products—Quality Tests and <789> Particulate Matter in Ophthalmic Solutions will be
introduced. A portion of the course will focus on visible particle determination and the two new Compendial chapters on the
topic <790> Visible Particulates in Injections and <1790> Visual Inspection of Injections, together with the Gray Zone.
Upon completion of this course, you will be able to:

* Outline Perspectives Regarding Particulate Matter and Injectable Products

*  Outline Particulate Matter Determination Methods, both subvisible and visible

*  Apply lab configuration and sample preparation methodologies

* Relate USP Chapter <1> Injections’ topics relevant to <788> and <790>

* Define the gray zone for visual inspection
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S % Who Should Attend:
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Manufacturing/Operations Personnel who are responsible for the inspection of injectable products, Quality and
Regulatory Personnel who are responsible for the sampling inspection of inspected products or the review of
inspection data, and those responsible for compliance with cGMP and regulatory filings associated with injectable

products. Laboratory scientists, Lab managers, QA/QC staff in the pharmaceutical and allied industries, Scientists
with interest in Particulate Matter.

BIRES Language:
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English (Chinese Interpretation and bilingual printed teaching materials)

HIH A4 Instructor:
Desmond G. Hunt i+, SEEZGHZF R SR2ET T TENREREE ERER

Desmond G. Hunt, Ph.D., Senior Principal Scientific Liaison, Science - General Chapters, USP US
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Dr. Hunt is responsible for assisting USP Expert Committees, Packaging, Storage and Distribution and Dosage Forms,
in the development and revision of USP Standards. Dr. Hunt has over 20 years of research experience and prior to joining
USP, he was a Research Fellow at the National Institutes of Health, Bethesda, MD, USA. Dr. Hunt has conducted a
number of studies relating to the development and establishment of public standards for materials used for
pharmaceutical packaging. He is a member the Product Quality Research Institute Container-Closure and Extractable

and Leachable Working Groups. He obtained his Master of Science and Doctoral Degree from the University of Texas
at Austin, USA.
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BB E Course Outline:

WORIME Y Overview of Particulate Matter
o GENX. SRUE. 433, USP MEAREFIFE T

Historical Definition, Sources, Classification, Compendial Standards and Guidance

o A WA¥CkL Visible Particles
o USPIBNI> “VESFIFIBANLGY) GEMH) - FrBEENR" AE S
USP <1> Injections and Implanted Drug Products (Parenteral) — Product Quality Tests, and Key Points
o USPIBNI<TI0> “ V77 rha] WAchikr 2" Je 2L 5
USP <790> Visible Particulates in Injections, and Key Points
o USPIBN<K1790>7F 57 HALKE  USP <1790> Visual Inspection of Injections
- R BUAIE S Key Topics and Key Points
- WA AR Typical Inspection Process Flow
- EEEMBAAIGUE Qualification and Validation
- BHIFIEAZIAE  Training and Qualification
o HAhAHISIEH Other Relevant Guidance
- FDA/EMA/EP/PDA ] Wistki45 S FDA/EMA/EP/PDA

o WH MK Subvisible Particles
o PR WAk DU AN 24 k25 784S Subvisible Chapters and Evolution of Compendial Methods
o Zj#i 7R Compendial Method Requirements
o FEIjVE: JuPHEE. BEEMENE. WABIE
Primary Methods: Light Obscuration, Membrane Microscopy, Flow Imaging
o HAth}k: Other Methods
- USP I@WI<1787>va ¥y 8 VA SR v MU PT L AROhaE F 0 s
USP <1787> Measurement of Subvisible Particulate Matter in Therapeutic Protein Injections
- HLREUFE Lot Sampling

o RAFEH - USPIERIKTT1>HI<789> Ophthalmic Products - USP General Chapters <771> and <789>
o USPMIFBEMMEIT Fish. <771>E KMEIT  Revision History and <771> Major Revision
o MR A HIFIR) AT WAL 7 47)
Visible Particulate and Foreign Matter in Ophthalmic - Visual Inspection & Alternatives
o HRFHHIFIAF A AT WK AN 74 Subvisible Particulate and Foreign Matter in Ophthalmic
- AT ARSI T v BI<T88>. <789>  Subvisible Methods: <788>, <789>

e REXIH The Gray Zone
o ENKEXE Defining the Grey Zone
- Knapp /7%  Knapp Methodology
- USPIENFKXyEEFED  Gray Zone Considerations in USP Chapters
- Pk RSHE ZFHT Particle Risk Considerations
o SZE%E & Practical Considerations
o MELUMGEE S S 78K Supplemental Testing for Difficult to Inspect Products
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HEHRE Agenda:
i IE] Time FE & Topic
TR B Overview of Particulate Matter
9:00 am - 12:00 pm | AT WAsk: Visible Particles
RIGIRK v s Subvisible Particles
12:00 pm - 13:00 pm | F& Lunch
TR WARRL (52 Subvisible Particles (cont.)
\ Ophthalmic Products - USP General
. _ . 0 _ Nl
13:00 pm -17:00 pm | BRAF=& - USP @RIKT71>HI<789> Chapters <771> and <789
REX IR The Gray Zone

This agenda is subject to change. MWK EZ%, Ak HFELH 178 F

B A Location:

F¥KE Grand Central Hotel Shanghai
Hibl: FHGHTSLITEE 505 5 (Hbek 2 S48, 10 S48, FIRiAMKG 4 510, SBATHEEZ) 200 K)
Hi%: 021 53538888

wlt: BIRAG— L HETT, 5 ETTIEFRBNTITG . (HH, ARRIN] T LB G B HSE)

V%A Fee: 2,000 mART/A RMB 2,000/person

Ee 1 RAEEEIN. SRR, HRERTIRAR IR, He st E .
Including training, teaching materials, and food indicated in the agenda only.
2+ A7 [F—nm]/BALIEYR 3 A LA E NAS I IRESN,  H 5 = N R 20%47 411
The 3@ and more people from the SAME COMPANY can get 20% discount.
3. BUNZK RGBT EAL, = 20%3T40 .

20% discount is offered to applicants from Government Labs and Universities.

# 4 F R Register Procedures:

1. fELRRA. 4%k (HukH: 2023428 H 16 H)  Make online registration and payment by Aug. 16, 2023.
BREXE GRERS) #ITELMA  Click here for online registration.

USP-China AR TGk :  USP-China account (RMB)
WA ERLBIMETTREARRS (L) FRAF
WS: 6841 12464 120
847 EERITERAR LEMT

2. REEAIHL: BRI MRS, SR e PR iR A

Invoice is available at the Registration Desk of training room or after the course.
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